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00022877 00101242 
p=SS RELEASE 4/g/85: Dl5A AN WRROVED NEW DRUG THAT REQUIRE PREXARKET 

APErE : %:%&lICES FULL TEXT (fil SOURCE. 
DOCZMENT TYPE: PRESS RELEASES (PRL) Press Release 
pmLICFiTION DATE: 8SO409 
TEXT: 
the Food and Dmg Administration today instructed manufacturers and 

distributors of the drug DHEA, 
reduction product, to duconrinuc 

which is promoted as a "natural" weight 
selling it because it has not been 

reviewed for safety and cffectiviness. 

&;2hal 
known 8s. dehydroepiandrosterone 

hormone which has been sold nat%wide without prescript&t it 
dehydroandrostcronc, 

tetail stores and thxou h 
;Lffc and longer lift. ! 

the mails for weight auumgement, enhanced sex 

extending human life. 
t has beta promted 1x1 recently popular books on 

But no evidence has been subatted to fDR which 
s&stantiatts those drims. 

FDA is baiting makers 
drug l nd that the! 

and distributors that DHEA is an Urmpprovcd new 

infonaation about ts%%ff~%c 
sailing it and must provide m With 

and distribution. If the c &ahS fail 
to comply within 10 days of receipt’ of the letter, FDA ui Ti consider 

,‘re *tory actioas against the products and companies. :.-.:. L ,_ * ‘.. 
,’ ?2 h8s fcu adverse reaction rc 

g 
arts on the dru but said the .iisks. from. 

- tam use arc unknown. HEA amy be zaaau iI# l ctured f tom human urine. 
..$E&ific studies have not cstabilishcd uhat effect rcintrodueing into tht .' 

body this concentrated bodily cxccss might have, FDA said. ..:. .- - No l ppliC8tiOnS to conduct human studies with Dmitr to market it were. 
The substance is submitteri to FDA by the companies now 

considered a drug because under the Federal Food, ;nd Cosmetic Act, a . 
substaace that 1s offered for a nonfood t&t is intended or 
l dvertj.scd to affect the bod 'S no& fat 
All new dru s 

For more P 
require premar et x approval. 

onsng is classified as l drug. 

nfonarrtion contact BNCC Brown, 301-443-3285. 
? 

e 



Do-NT T”Pf: TAL% PAPERS 
PVBLICATIO~ DATE: 850424 

(TLPI Talk Paper 

IDENTIFIERS: HZALTH PPALJD PROGPAY 

c 

TEXT : 
article, "Foods, Drugs 01 Frauds* in the Hay issue of Consumers [CR) 

m&e ~scussts fzadultnt clafw fez praduc:s C3,1Su3tZs shouldn't waste 
thei: panty on. The Co&missioner's A#1 16 letter fo CR jatt=htd) may be 
used to answer 

has 
t~~tstions. In add+tzon, the fo~lo~lng points Can be made: 

--The agency 
regulatory ' 

8;n;CtiVtf ongoln 
t ucation. 3 

health fr;iziiE;rgrq Utllizlng both 
zn 1983 utrt 70 

seirureS, 3 ~~~t~%ons an~~~~~os;=;y~: and in 1984 were 24 seizures. 3 
in'unctions 

ub 
and 3 prOStcUtiOnS. at least two dozen educational 

pubi;Eacions have been developed or updated and xaadt available to the 

ii tfort 
--Many 

. and 
of the products mentioned in the article were known to FD& 

were under investigation, covered by the OTC dxu 
already acted against FDA. Those new to the agency will be SC tdultd fot it 

review of 

coverage in the future. --Education works. On October 1984 Roper Report 
national opinion survey found that most Americans have never heard of most 
economic h;:lt%:rauds. Of those who have, 
believe 

consumer Rt arts 
P.O. BOX 111 f 
uount Vernon, NY 10553 

The Hay CR resented 
significant ant -fraud E 

on fnfo~o~iv;;loo~tat quackery, but ovmeE=; 

indictment 
activity. 

returned in Buffalo Nov. 14 may he p “f 
seven-count 

burg man 
reported. The Case involves off-label claims for a 

of the abuses you 

primrose oil, 
sing t product, tvtnrng 1 

scltrosis. 
promoted for high blood pressure, arthritis and multiple 

A government 
could help deter many of 

victory in this cast, in behalf of the consumer, 
the promotions in your article. 

In some other recent actions, the food and Drug Administration: 
--kept unproved “sobriety aids" 
--seized 

from getting on the market: 
92.4 million in products a lar t mail-order company 

promoted to enhance breasts, remove ctllulitt, bui 9 d muscles and product 
fast weioht- loss: 

z-acctd against starch blockers and their sister "weight loss" 
products, DHEA and CC%: 

--cooperated with New York and California in blocking a burgeoning 
"cottage 
samples~: 

industry" in unproved cytotoxicity allergy testing (using blood 

--sought grand jury investigations involving two casts of felony r 
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TO that end, hating rurvtyed the field, coUld consumer Reports now .bcgfn 

SztaSZ, 
regular features on health frauds -- and how to spot them? 

Frank E. YOUag, M.D., Ph.D. 
conrmissioner of Food and Drugs ’ 
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